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Housekeeping

• How to Ask Questions

• Click on the             icon found at the bottom part of your screen

• A box will open where you can type in questions, comments, 
indicate sound problems, etc.

• Use this throughout the webinar to ask questions

• Slides & Recording

• This webinar is being recorded and a link as well as slides will 
be emailed out through our listserv as well as posted on our 
website at: www.michigan.gov/COVIDvaccineprovider

http://www.michigan.gov/COVIDvaccineprovider
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Public Health 
Problem



Public Health Problem: Summary of Evidence

• Children 5 through 11 years of age are at risk of severe illness from COVID-19 

•Over 1.9 million reported cases and greater than 8,300 hospitalizations through 
mid-October 

• Cumulative hospitalization rate similar to influenza season 

• Multisystem Inflammatory Syndrome in Children (MIS-C) most frequent among 
children 5–11 years 

•Other post-COVID conditions have been seen in children 

• COVID-19 in children leads to missed school for themselves and their 
communities 

• Wide use of an effective vaccine would reduce public health burden of 
COVID-19 in children 5 through 11 years of age 



Safety and Efficacy



Safety: Reactogenicity
Pfizer-BioNTech COVID-19 Vaccine, 5-11 Year Old's

• Local reactions (redness, swelling, pain at the injection site) and systemic reactions 
(fever, nausea/vomiting, headache, fatigue, chills, new or worsened muscle pain, 
new or worsened joint pain) were reported for 7 days following each dose

• 2.7% of vaccinated vs. 1.1% placebo arm had a local or systemic grade 3 or greater 
reaction after either dose

• Most reactions were grade 3; 1 child in the vaccine arm had a grade 4 fever 
greater than 40.0° C; there were no other grade 4 reactions

• Pain at injection site, fatigue and headache were the most common

• More common after dose 2

• No deaths were reported among trial participants

• No cases of Myocarditis were reported among trial participants



Myocarditis: Estimated risks for every million Pfizer-BioNTech 
COVID-19 vaccinations in children 5-11 years of age

• Rates of myocarditis after vaccination in 5–11-year-olds unknown 

• No cases occurred during clinical trials (n=3,082 with at least 7 days 
follow-up) 

• Myocarditis after vaccination in 5–11-year-old population likely lower 
than rates seen in 12–15-year-olds 

• Underlying epidemiology of viral myocarditis varies greatly between 
children aged 5–11 and 12–17 years: substantially lower in children  
5–11 years of age 

• Dose used in 5–11-year-olds (10µg) is a third of dose used in 12–15-
year-olds (30µg) 



Counseling: Pfizer COVID-19 Pediatric Vaccine

• With the participants in the 5 through 11 trials there were NO cases of myocarditis 
reported

• The Advisory Committee on Immunization Practices’ Interim Recommendation for Use of Pfizer-
BioNTech COVID-19 Vaccine in Children Aged 5–11 Years — United States, November 2021 | 
MMWR (cdc.gov)

• Myocarditis/pericarditis after an mRNA vaccine is lower than the risk of myocarditis 
associated with COVID-19 infection in adolescents and adults

• People receiving mRNA  vaccines, especially males ages <30 years, should be educated 
about the possibility of myocarditis/pericarditis following an mRNA vaccine

• Seek care for symptoms of:

• Chest pain, shortness of breath, feelings of having a fast-beating, fluttering, or pounding heart

• Most patients responded well to medicine and rest

• If you have any health problems after vaccination, report them to VAERS

https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.cdc.gov%2Fmmwr%2Fvolumes%2F70%2Fwr%2Fmm7045e1.htm&data=04%7C01%7CLoynesH%40michigan.gov%7C0af814d2ec6946bf822308d9a2b2d0b4%7Cd5fb7087377742ad966a892ef47225d1%7C0%7C0%7C637719711149903867%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=ep1IfLBLApkEQWlw3Pndr9z1EKALqQ2XVrk2JkP%2Fmoc%3D&reserved=0
https://vaers.hhs.gov/reportevent.html


COVID-19 Vaccines and Seropositivity

Data from Phase 3 Clinical Trial:

• 9% of children in clinical trial were baseline COVID-19 seropositive 

• Post-vaccination antibodies higher in children who were baseline seropositive

• Rates of local and systemic reactions, as well as adverse events, were lower in children who were 
baseline seropositive  

Data from U.S. Studies: 

• Approximately 38% of children aged 5–11 years have evidence of prior COVID-19 infection based on 
seroprevalence estimates 

• Prior infection can result in protection against infection but not 100% and likely decreases over time 

• Children have a greater proportion of asymptomatic infection relative to adults 

• Asymptomatic infection can result in lower antibody levels than severe disease 

Viner RM, Ward JL, Hudson LD, et al. [published online ahead of print, 2020 Dec 17]. Arch Dis Child. 2020;archdischild-2020-320972 2. 
Irfan O, Muttalib F, Tang K, Jiang L, Lassi ZS, Bhutta Z. [published online ahead of print, 2021 Feb 16]. Arch Dis Child. 2021;106(5):440-448 3. 
Dawood FS, Porucznik CA, Veguilla V, et al. [published online ahead of print, 2021 Oct 8]. JAMA Pediatr. 2021;10.1001/jamapediatrics.2021.4217. doi:10.1001/jamapediatrics.2021.4217 4. 
Poline J, Gaschignard J, Leblanc C, et al.. Clin Infect Dis. 2021;72(12):2215-2217. doi:10.1093/cid/ciaa1044



Vaccine Efficacy 

• Vaccine efficacy against symptomatic lab-confirmed COVID-19 was 90.9% 
(95% CI: 68.3%, 98.3%) 

• 3 cases in the vaccine arm (N=1461; surveillance time: 369 person-years) 

• 16 cases in the placebo arm (N=714; surveillance time: 179-person-years)



Benefits and Harms Summary

• Clinical trial demonstrated Pfizer-BioNTech COVID-19 vaccine is safe, 
immunogenic and efficacious in children 5–11 years of age

• Trial not powered to assess rate of rare adverse events; no cases of 
myocarditis in ~3100 vaccinated children

• Balance of benefits and risks varies by incidence of COVID-19 

• Largest benefits with higher incidence 

• Benefit/risk balance favorable, regardless of seropositivity rates 

• While many children 5–11 years of age may be seropositive, unknown 
duration of protection for asymptomatic infection in children 

• Safety data reassuring in seropositive population



New EUA Fact Sheets



Updated EUA Fact Sheets 
www.michigan.gov/covidvaccineprovider

http://www.michigan.gov/covidvaccineprovider


Clinical Considerations



CDC Interim Clinical Considerations for Use of COVID-19 Vaccines
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html


Who Can Receive Pfizer 
COVID-19 Pediatric 
Vaccine?



Pfizer COVID-19 Pediatric Vaccine Recipients

• Children with underlying medical conditions may be at increased risk for severe 
illness from COVID-19
• Some children without underlying medical conditions may get severe COVID-19

• COVID-19 vaccine is recommended for everyone ages 5 years and older, regardless 
of underlying medical conditions

• People with known current COVID-19 infection should defer vaccination until the 
person has recovered from the acute illness AND met criteria to discontinue 
isolation
• Serologic testing to assess for prior infection is not recommended for vaccine decision-making

• COVID-19 vaccine is recommended for everyone ages 5 years and older, regardless 
of a history of symptomatic or asymptomatic COVID-19 infection 

https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/people-with-medical-conditions.html#ChildrenAndTeens


Storage and Handling



Pfizer COVID-19 
Pediatric 

Vaccine Basics 
• Store vaccine in an ultra-cold freezer or refrigerator—Use Resources

• Store in the original carton

• Do not store in the thermal shipping container or a freezer

• Do not refreeze thawed vaccine

• Pfizer COVID-19 Pediatric vaccine multidose vial—maximum of 10 doses 
per vial, based on EUA 

• Administer as Intramuscular (IM) injection in the deltoid muscle

• Anterolateral thigh may be used if needed 

• Schedule 2-dose series separated by 21 days (3 weeks)



Orange Cap 
Storage 
Conditions



ORANGE CAP—Vial Storage Prior to Use

• Once received, frozen vials may be immediately transferred to the refrigerator at  
2°C to 8°C (35°F to 46°F), thawed and stored for up to 10 weeks

• Alternatively, frozen vials may be stored in an ultra-low temperature freezer at    
-90°C to -60°C (-130°F to -76°F) for up to 6 months

• Do NOT store vials at -25°C to -15°C (-13°F to 5°F)

• May also arrive at 2°C to 8°C (35°F to 46°F) 

• If received at 2°C to 8°C, they should be stored at 2°C to 8°C

• Ensure carton is updated to reflect the 10-week refrigerated expiry date

• Regardless of storage condition, vaccines should not be used after 6 months 
from the date of manufacture printed on the vial and carton

Once vials are thawed, they should not be refrozen



ORANGE CAP—Vial Storage During Use

• If not previously thawed 2°C to 8°C (35°F to 46°F), allow vials to thaw at room 
temperature up to 25°C (77°F) for 30 minutes

• Vial label/carton may state that a vial should be discarded 6 hours after 1st puncture 
• Information in the Fact Sheet supersedes number printed on vial labels and cartons

Pfizer COVID-19 Vaccine Temperatures BEFORE and AFTER Puncture

Storage Temperatures: 
Before  Puncture

May be stored at 8°C to 25°C (46°F to 77°F) for a total of 12 hours prior 

to dilution (including thaw time)

Storage Temperatures: 

AFTER dilution

Vial should be held between 2°C to 25°C (35°F to 77°F), discard vial 12 

hours after dilution

Discard any remaining vaccine after 12 hours



ORANGE CAP—Expiration Guidance

• Vaccine may be stored until the expiration date

• Expires 6 months after manufacture date

• The manufacture date is printed on the 
ORANGE CAP vial  

• Count out 6 months, using the month printed 
on the vial as month 1

• The vaccine expires on the last day of the 6th

month

https://www.cdc.gov/vaccines/covid-19/downloads/expiration-tracker.pdf

https://www.cdc.gov/vaccines/covid-19/downloads/expiration-tracker.pdf


CDC Pfizer COVID-19 Resource Page
https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/index.html

• Storage unit temperatures must be 
monitored regularly and checked 
and recorded at the beginning of 
each workday
• To determine if any excursions 

have occurred since the last 
temperature check

• For accurate temperature 
monitoring, use a digital data logger 
(DDL) with a detachable probe that 
best reflects vaccine temperatures 
(e.g., probe buffered with glycol, 
glass beads, sand, or Teflon®)

https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/index.html


CDC Pfizer COVID-19 Resource Page
https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/index.html

https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/index.html


Vaccine Preparation & 
Administration



ORANGE CAP 
Dose 
Guidance



ORANGE 
CAP Dose 
Guidance 
Cont….



Preparing the 
Vaccine—ORANGE CAP

• Before dilution, mix by inverting vaccine vial 
gently 10 times—Do not shake

• Add 1.3 mL of sterile 0.9% Sodium Chloride 
Injection, USP into the vaccine vial

• Gently invert the vial 10 times to mix—Do not 
shake

• Record the date and time of first vial 
puncture on the vial label

• Store between 2°C to 25°C                                               
(35°F to 77°F)

• Discard any unused vaccine                                                      
12 hours after dilution



**Only withdraw ten 0.2 
mL doses from the vial, 
per the EUA**



Proper IM Injection 
Technique

• Deltoid preferred site for                  
3 years and older

• May use the vastus lateralis 
muscle of the anterolateral 
thigh—use appropriate 
needle length

• Administer in thickest, most 
central part of the muscle

• Use needle length based on 
patient’s age and weight

• Insert the needle into the 
muscle at a 90° angle

Image Courtesy of CDC

https://www.cdc.gov/vaccines/hcp/admin/
downloads/vaccine-administration-needle-
length.pdf

https://www.cdc.gov/vaccines/hcp/admin/downloads/vaccine-administration-needle-length.pdf


Coadministration

• COVID-19 vaccines may be administered without regard to timing of other 
vaccines

• This includes simultaneous administration of COVID-19 vaccine and other 
vaccines on the same day

• If multiple vaccines are administered at a single visit, administer each 
injection in a different injection site

• Separate injection sites by 1 inch or more

https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/index.html

https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/index.html


Giving All the Doses
AIM: www.aimtoolkit.org

http://www.aimtoolkit.org/


CDC Pfizer COVID-19 Resource Page
https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/index.html

https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/index.html


Fact Check



• NO. While these vials appear to contain sufficient 
diluent for multiple vials, they must only be used 
once.
• Diluent vials are a one-time-use item and should 

be discarded with the remaining content after 
each use

• For each vial of vaccine, extract 1.3mL of diluent 
from a single-use vial to reconstitute 1.3mL of 
vaccine 

• Do not be tempted to puncture diluent vials more 
than once

I just 
reconstituted 
one vial of 
vaccine and 
there is more 
diluent left over. 
Can I use that 
same diluent to 
reconstitute 
another vial of 
vaccine? 



What dose and 
product do I use if 
a child is turning 
12 years old 
between their first 
and second dose 
of the Pfizer 
vaccine series?

The dosage and product should be based on the child’s age on the day 

of vaccination. Children aged 5 through 11 years should receive the  

10 µg Pfizer-BioNTech COVID-19 Vaccine (orange cap) formulation, and 

adolescents aged 12 years and older should receive the 30 µg Pfizer-

BioNTech COVID-19 Vaccine (purple cap) formulation. Therefore, if a 

child turns 12 years old between their first and second dose, they 

should receive the age-appropriate 30 µg Pfizer-BioNTech COVID-19 

Vaccine (purple cap) formulation or COMIRNATY for their second dose 

to complete their series.

• If a child turns from 11 to 12 years of age in between their first and 
second dose and receives the 5–11 years (orange cap) for their 
second dose, they do not need to repeat the dose, and this is not 
considered an error under the EUA.

• Children should receive the age-appropriate vaccine formulation 
regardless of their size or weight.



Resources



CDC Pfizer COVID-19 Resource Page
https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/index.html

https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/index.html


www.michigan.gov/covidvaccine

http://www.michigan.gov/covidvaccine


COVID-19 Vaccines for Children and Teens | CDC

https://www.cdc.gov/coronavirus/2019-ncov/vaccines/recommendations/children-teens.html


www.michigan.gov/covidvaccineprovider

MDHHS 
COVID-19 Provider 

Guidance and Education Website

http://www.michigan.gov/covidvaccineprovider


Thank You! 

www.michigan.gov/COVIDvaccineprovider

Next “Noontime 
Knowledge” Update: TBD

Please watch your email for 
an updated link and topic! 

http://www.michigan.gov/COVIDvaccineprovider

	Structure Bookmarks
	Pfizer
	Pfizer
	Pfizer
	Pfizer
	-
	BioNTech COVID
	-
	19 
	Vaccination in 5
	-
	11 Year Old’s
	November 10, 2021



	Housekeeping
	Housekeeping
	Housekeeping
	Housekeeping


	•
	•
	•
	•
	•
	How to Ask Questions


	•
	•
	•
	Click on the             icon found at the bottom part of your screen


	•
	•
	•
	A box will open where you can type in questions, comments, 
	indicate sound problems, etc.


	•
	•
	•
	Use this throughout the webinar to ask questions


	•
	•
	•
	Slides & Recording


	•
	•
	•
	•
	This webinar is being recorded and a link as well as slides will 
	be emailed out through our listserv as well as posted on our 
	website at: 
	www.michigan.gov/COVIDvaccinep
	www.michigan.gov/COVIDvaccinep
	Span
	rovider






	Figure

	Topics 
	Topics 
	Topics 
	Topics 
	Covered


	Diagram
	Figure
	Span
	Public Health Problem
	Public Health Problem
	Public Health Problem



	Figure
	Span
	Safety and Efficacy
	Safety and Efficacy
	Safety and Efficacy



	Figure
	Span
	Updated EUA
	Updated EUA
	Updated EUA



	Figure
	Span
	Clinical Considerations
	Clinical Considerations
	Clinical Considerations



	Figure
	Span
	Storage/Handling
	Storage/Handling
	Storage/Handling



	Figure
	Span
	Vaccine Preparation & Administration
	Vaccine Preparation & Administration
	Vaccine Preparation & Administration



	Figure
	Span
	Fact Check
	Fact Check
	Fact Check





	Sect
	Figure
	Public Health 
	Public Health 
	Public Health 
	Problem



	Public Health Problem: Summary of Evidence
	Public Health Problem: Summary of Evidence
	Public Health Problem: Summary of Evidence
	Public Health Problem: Summary of Evidence


	•
	•
	•
	•
	•
	Children 5 through 11 years of age are at risk of severe illness from COVID
	-
	19 


	•
	•
	•
	•
	Over 1.9 million reported cases and greater than 8,300 hospitalizations through 
	mid
	-
	October 


	•
	•
	•
	•
	Cumulative hospitalization rate similar to influenza season 


	•
	•
	•
	Multisystem Inflammatory Syndrome in Children (MIS
	-
	C) most frequent among 
	children 5
	–
	11 years 



	•
	•
	•
	Other post
	-
	COVID conditions have been seen in children 



	•
	•
	•
	COVID
	-
	19 in children leads to missed school for themselves and their 
	communities 


	•
	•
	•
	Wide use of an effective vaccine would reduce public health burden of 
	COVID
	-
	19 in children 5 through 11 years of age 





	Sect
	Figure
	Safety and Efficacy
	Safety and Efficacy
	Safety and Efficacy



	Safety: Reactogenicity
	Safety: Reactogenicity
	Safety: Reactogenicity
	Safety: Reactogenicity
	Pfizer
	-
	BioNTech COVID
	-
	19 Vaccine, 5
	-
	11 Year Old's


	•
	•
	•
	•
	•
	Local reactions (redness, swelling, pain at the injection site) and systemic reactions 
	(fever, nausea/vomiting, headache, fatigue, chills, new or worsened muscle pain, 
	new or worsened joint pain) were reported for 7 days following each dose


	•
	•
	•
	2.7% of vaccinated vs. 1.1% placebo arm had a local or systemic grade 3 or greater 
	reaction after either dose


	•
	•
	•
	•
	Most reactions were grade 3; 1 child in the vaccine arm had a grade 4 fever 
	greater than 40.0
	°
	C; there were no other grade 4 reactions


	•
	•
	•
	Pain at injection site, fatigue and headache were the most common


	•
	•
	•
	More common after dose 2



	•
	•
	•
	No deaths were reported among trial participants


	•
	•
	•
	No cases of Myocarditis were reported among trial participants





	Myocarditis: Estimated risks for every million Pfizer
	Myocarditis: Estimated risks for every million Pfizer
	Myocarditis: Estimated risks for every million Pfizer
	Myocarditis: Estimated risks for every million Pfizer
	-
	BioNTech 
	COVID
	-
	19 vaccinations in children 5
	-
	11 years of age


	•
	•
	•
	•
	•
	Rates of myocarditis after vaccination in 5
	–
	11
	-
	year
	-
	olds unknown 


	•
	•
	•
	No cases occurred during clinical trials (n=3,082 with at least 7 days 
	follow
	-
	up) 


	•
	•
	•
	Myocarditis after vaccination in 5
	–
	11
	-
	year
	-
	old population likely lower 
	than rates seen in 12
	–
	15
	-
	year
	-
	olds 


	•
	•
	•
	•
	Underlying epidemiology of viral myocarditis varies greatly between 
	children aged 5
	–
	11 and 12
	–
	17 years: substantially lower in children  
	5
	–
	11 years of age 


	•
	•
	•
	Dose used in 5
	–
	11
	-
	year
	-
	olds (10µg) is a third of dose used in 12
	–
	15
	-
	year
	-
	olds (30µg) 






	Counseling: Pfizer COVID
	Counseling: Pfizer COVID
	Counseling: Pfizer COVID
	Counseling: Pfizer COVID
	-
	19 Pediatric Vaccine


	•
	•
	•
	•
	•
	With the participants in the 5 through 11 trials there were NO cases of myocarditis 
	reported


	•
	•
	•
	•
	•
	Span
	The Advisory Committee on Immunization Practices’ Interim Recommendation for Use of Pfizer
	-
	Span
	BioNTech COVID
	-
	19 Vaccine in Children Aged 5
	–
	11 Years 
	—
	United States, November 2021 | 
	MMWR (cdc.gov)
	Span




	•
	•
	•
	Myocarditis/pericarditis after an mRNA vaccine is 
	lower 
	than the risk of myocarditis 
	associated with COVID
	-
	19 infection in adolescents and adults


	•
	•
	•
	People receiving mRNA  vaccines, especially males ages <30 years, should be educated 
	about the possibility of myocarditis/pericarditis following an mRNA vaccine


	•
	•
	•
	•
	Seek care for symptoms of:


	•
	•
	•
	•
	Chest pain, shortness of breath, feelings of having a fast
	-
	beating, fluttering, or pounding heart




	•
	•
	•
	Most patients responded well to medicine and rest


	•
	•
	•
	If you have any health problems after vaccination, report them to
	VAERS
	VAERS
	Span






	COVID
	COVID
	COVID
	COVID
	-
	19 Vaccines and Seropositivity


	Data from Phase 3 Clinical Trial:
	Data from Phase 3 Clinical Trial:
	Data from Phase 3 Clinical Trial:

	•
	•
	•
	•
	•
	•
	9% of children in clinical trial were baseline COVID
	-
	19 seropositive 


	•
	•
	•
	Post
	-
	vaccination antibodies higher in children who were baseline seropositive


	•
	•
	•
	Rates of local and systemic reactions, as well as adverse events, were lower in children who were 
	baseline seropositive  





	Data from U.S. Studies: 
	Data from U.S. Studies: 

	•
	•
	•
	•
	•
	•
	Approximately 38% of children aged 5
	–
	11 years have evidence of prior COVID
	-
	19 infection based on 
	seroprevalence estimates 


	•
	•
	•
	Prior infection can result in protection against infection but not 100% and likely decreases over time 


	•
	•
	•
	Children have a greater proportion of asymptomatic infection relative to adults 


	•
	•
	•
	•
	•
	Asymptomatic infection can result in lower antibody levels than severe disease 








	Viner RM, Ward JL, Hudson LD, et al. [published online ahead of print, 2020 Dec 17]. Arch Dis Child. 2020;archdischild
	Viner RM, Ward JL, Hudson LD, et al. [published online ahead of print, 2020 Dec 17]. Arch Dis Child. 2020;archdischild
	Viner RM, Ward JL, Hudson LD, et al. [published online ahead of print, 2020 Dec 17]. Arch Dis Child. 2020;archdischild
	-
	2020
	-
	3209
	72 2. 

	Irfan O, Muttalib F, Tang K, Jiang L, Lassi ZS, Bhutta Z. [published online ahead of print, 2021 Feb 16]. Arch Dis Child. 202
	Irfan O, Muttalib F, Tang K, Jiang L, Lassi ZS, Bhutta Z. [published online ahead of print, 2021 Feb 16]. Arch Dis Child. 202
	1;1
	06(5):440
	-
	448 3. 

	Dawood FS, Porucznik CA, Veguilla V, et al. [published online ahead of print, 2021 Oct 8]. JAMA Pediatr. 2021;10.1001/jamaped
	Dawood FS, Porucznik CA, Veguilla V, et al. [published online ahead of print, 2021 Oct 8]. JAMA Pediatr. 2021;10.1001/jamaped
	iat
	rics.2021.4217. doi:10.1001/jamapediatrics.2021.4217 4. 
	Poline J, Gaschignard J, Leblanc C, et al.. Clin Infect Dis. 2021;72(12):2215
	-
	2217. doi:10.1093/
	cid
	/ciaa1044



	Vaccine Efficacy 
	Vaccine Efficacy 
	Vaccine Efficacy 
	Vaccine Efficacy 


	•
	•
	•
	•
	•
	Vaccine efficacy against symptomatic lab
	-
	confirmed COVID
	-
	19 was 90.9% 
	(95% CI: 68.3%, 98.3%) 


	•
	•
	•
	•
	3 cases in the vaccine arm (N=1461; surveillance time: 369 person
	-
	years) 


	•
	•
	•
	16 cases in the placebo arm (N=714; surveillance time: 179
	-
	person
	-
	years)






	Benefits and Harms Summary
	Benefits and Harms Summary
	Benefits and Harms Summary
	Benefits and Harms Summary


	•
	•
	•
	•
	•
	•
	•
	Clinical trial demonstrated Pfizer
	-
	BioNTech COVID
	-
	19 vaccine is safe, 
	immunogenic and efficacious in children 5
	–
	11 years of age


	•
	•
	•
	•
	Trial not powered to assess rate of rare adverse events; no cases of 
	myocarditis in ~3100 vaccinated children



	•
	•
	•
	Balance of benefits and risks varies by incidence of COVID
	-
	19 


	•
	•
	•
	•
	Largest benefits with higher incidence 



	•
	•
	•
	Benefit/risk balance favorable, regardless of seropositivity rates 


	•
	•
	•
	•
	While many children 5
	–
	11 years of age may be seropositive, unknown 
	duration of protection for asymptomatic infection in children 


	•
	•
	•
	Safety data reassuring in seropositive population








	Sect
	Figure
	New EUA Fact Sheets
	New EUA Fact Sheets
	New EUA Fact Sheets



	Sect
	Figure
	Figure
	Figure
	Figure
	Figure
	Span
	Updated EUA Fact Sheets 
	Updated EUA Fact Sheets 
	Updated EUA Fact Sheets 

	www.michigan.gov/covidvaccineprovider
	www.michigan.gov/covidvaccineprovider
	www.michigan.gov/covidvaccineprovider
	Span




	Figure
	Figure

	Sect
	Figure
	Clinical Considerations
	Clinical Considerations
	Clinical Considerations



	Sect
	Figure
	Figure
	Span
	CDC Interim Clinical Considerations for Use of COVID
	CDC Interim Clinical Considerations for Use of COVID
	CDC Interim Clinical Considerations for Use of COVID
	-
	19 Vaccines

	P
	Link
	Span
	https://www.cdc.gov/vaccines/covid
	-
	19/clinical
	-
	considerations/covid
	-
	19
	-
	vaccines
	-
	us.html




	Figure
	Figure

	Sect
	Figure
	Who Can Receive Pfizer 
	Who Can Receive Pfizer 
	Who Can Receive Pfizer 
	COVID
	-
	19 Pediatric 
	Vaccine?



	Pfizer COVID
	Pfizer COVID
	Pfizer COVID
	Pfizer COVID
	-
	19 Pediatric Vaccine Recipients


	•
	•
	•
	•
	•
	Children with 
	underlying medical conditions
	underlying medical conditions
	Span

	may be at increased risk for severe 
	illness from COVID
	-
	19


	•
	•
	•
	•
	Some 
	children without underlying medical conditions may get severe COVID
	-
	19



	•
	•
	•
	COVID
	-
	19 vaccine is recommended for everyone ages 5 years and older, 
	regardless 
	of underlying medical conditions


	•
	•
	•
	People with known current COVID
	-
	19 infection should defer vaccination until the 
	person has recovered from the acute illness AND met criteria to discontinue 
	isolation


	•
	•
	•
	•
	Serologic testing to assess for prior infection is 
	not 
	recommended for vaccine decision
	-
	making



	•
	•
	•
	COVID
	-
	19 
	vaccine
	is recommended for everyone ages 5 years and older, 
	regardless 
	of a history of symptomatic or asymptomatic COVID
	-
	19 infection 
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	Storage and Handling
	Storage and Handling
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	Pfizer COVID
	Pfizer COVID
	Pfizer COVID
	-
	19 
	Pediatric 
	Vaccine Basics 



	Figure
	•
	•
	•
	•
	•
	Store vaccine in an ultra
	-
	cold freezer or refrigerator
	—
	Use Resources


	•
	•
	•
	•
	Store in the original carton


	•
	•
	•
	Do not store in the thermal shipping container or a freezer


	•
	•
	•
	Do not refreeze thawed vaccine



	•
	•
	•
	Pfizer COVID
	-
	19 Pediatric vaccine multidose vial
	—
	maximum of 10 doses 
	per vial, based on EUA 


	•
	•
	•
	Administer as Intramuscular (IM) injection in the deltoid muscle


	•
	•
	•
	•
	Anterolateral thigh may be used if needed 



	•
	•
	•
	Schedule 2
	-
	dose series separated by 21 days (3 weeks)





	Orange Cap 
	Orange Cap 
	Orange Cap 
	Orange Cap 
	Storage 
	Conditions


	Figure
	Figure
	Figure

	ORANGE CAP
	ORANGE CAP
	ORANGE CAP
	ORANGE CAP
	—
	Vial Storage Prior to Use


	•
	•
	•
	•
	•
	Once received, frozen vials may be immediately transferred to the refrigerator at  
	2
	°
	C to 8
	°
	C (35
	°
	F to 46
	°
	F), thawed and stored for up to 10 weeks


	•
	•
	•
	Alternatively, frozen vials may be stored in an ultra
	-
	low temperature freezer at    
	-
	90
	°
	C to 
	-
	60
	°
	C (
	-
	130
	°
	F to 
	-
	76
	°
	F) for up to 6 months


	•
	•
	•
	Do 
	NOT
	store vials at 
	-
	25
	°
	C to 
	-
	15
	°
	C (
	-
	13
	°
	F to 5
	°
	F)


	•
	•
	•
	May also arrive at 2
	°
	C to 8
	°
	C (35
	°
	F to 46
	°
	F) 


	•
	•
	•
	•
	If received at 2
	°
	C to 8
	°
	C, they should be stored at 2
	°
	C to 8
	°
	C



	•
	•
	•
	Ensure carton is updated to reflect the 10
	-
	week refrigerated expiry date


	•
	•
	•
	Regardless of storage condition, vaccines should not be used after 6 months 
	from the date of manufacture printed on the vial and carton




	Once vials are thawed, they should not be refrozen
	Once vials are thawed, they should not be refrozen
	Once vials are thawed, they should not be refrozen



	ORANGE CAP
	ORANGE CAP
	ORANGE CAP
	ORANGE CAP
	—
	Vial Storage During Use


	•
	•
	•
	•
	•
	If not previously thawed 2
	°
	C to 8
	°
	C (35
	°
	F to 46
	°
	F), allow vials to thaw at room 
	temperature up to 25
	°
	C (77
	°
	F) for 30 minutes


	•
	•
	•
	Vial label/carton may state that a vial should be discarded 6 hours after 1
	st
	puncture 


	•
	•
	•
	•
	Information in the Fact Sheet supersedes number printed on vial labels and cartons





	Pfizer COVID
	Pfizer COVID
	Pfizer COVID
	Pfizer COVID
	Pfizer COVID
	Pfizer COVID
	-
	19 Vaccine Temperatures BEFORE and AFTER Puncture




	Storage Temperatures: 
	Storage Temperatures: 
	Storage Temperatures: 
	Storage Temperatures: 
	Storage Temperatures: 
	Before  Puncture



	May be stored at 8
	May be stored at 8
	May be stored at 8
	May be stored at 8
	°
	C to 25
	°
	C (46
	°
	F to 77
	°
	F) for a total of 12 hours prior 
	to dilution (including thaw time)




	Storage Temperatures: 
	Storage Temperatures: 
	Storage Temperatures: 
	Storage Temperatures: 
	Storage Temperatures: 
	AFTER dilution



	Vial should be held between 2
	Vial should be held between 2
	Vial should be held between 2
	Vial should be held between 2
	°
	C to 25
	°
	C (35
	°
	F to 77
	°
	F), discard vial 12 
	hours after dilution

	Discard any remaining vaccine after 12 hours
	Discard any remaining vaccine after 12 hours






	ORANGE
	ORANGE
	ORANGE
	ORANGE
	CAP
	—
	Expiration Guidance


	•
	•
	•
	•
	•
	Vaccine may be stored until the expiration date


	•
	•
	•
	Expires 6 months after manufacture date


	•
	•
	•
	•
	The manufacture date is printed on the 
	ORANGE CAP 
	vial  


	•
	•
	•
	Count out 6 months, using the month printed 
	on the vial as month 1


	•
	•
	•
	The vaccine expires on the last day of the 6
	th
	month





	Figure
	Textbox
	P
	Link
	Span
	https://www.cdc.gov/vaccines/covid
	-
	19/downloads/expiration
	-
	tracker.pdf
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	Figure
	Span
	CDC Pfizer COVID
	CDC Pfizer COVID
	CDC Pfizer COVID
	-
	19 Resource Page

	P
	Link
	Span
	https://www.cdc.gov/vaccines/covid
	-
	19/info
	-
	by
	-
	product/pfizer/index.html




	•
	•
	•
	•
	•
	Storage unit temperatures must be 
	monitored regularly and checked 
	and recorded at the beginning of 
	each workday


	•
	•
	•
	•
	To determine if any excursions 
	have occurred since the last 
	temperature check



	•
	•
	•
	For accurate temperature 
	monitoring, use a digital data logger 
	(DDL) with a detachable probe that 
	best reflects vaccine temperatures 
	(e.g., probe buffered with glycol, 
	glass beads, sand, or Teflon®)
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	Figure
	Figure
	Figure
	Figure
	Span
	CDC Pfizer COVID
	CDC Pfizer COVID
	CDC Pfizer COVID
	-
	19 Resource Page

	P
	Link
	Span
	https://www.cdc.gov/vaccines/covid
	-
	19/info
	-
	by
	-
	product/pfizer/index.html
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	Vaccine Preparation & 
	Vaccine Preparation & 
	Vaccine Preparation & 
	Administration



	ORANGE CAP 
	ORANGE CAP 
	ORANGE CAP 
	ORANGE CAP 
	Dose 
	Guidance


	Figure
	Figure

	ORANGE 
	ORANGE 
	ORANGE 
	ORANGE 
	CAP 
	Dose 
	Guidance 
	Cont….


	Figure
	Figure

	Preparing the 
	Preparing the 
	Preparing the 
	Preparing the 
	Vaccine
	—
	ORANGE CAP


	Figure
	•
	•
	•
	•
	•
	Before dilution, mix by inverting vaccine vial 
	gently 10 times
	—
	Do not shake


	•
	•
	•
	Add 1.3 mL of sterile 0.9% Sodium Chloride 
	Injection, USP into the vaccine vial


	•
	•
	•
	Gently invert the vial 10 times to mix
	—
	Do not 
	shake


	•
	•
	•
	Record the date and time of first vial 
	puncture on the vial label


	•
	•
	•
	Store between 2
	°
	C to 25
	°
	C                                               
	(35
	°
	F to 77
	°
	F)


	•
	•
	•
	Discard any unused vaccine                                                      
	12 hours after dilution
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	Figure
	**Only withdraw ten 0.2 
	**Only withdraw ten 0.2 
	**Only withdraw ten 0.2 
	mL doses from the vial, 
	per the EUA**
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	Figure
	Proper IM Injection 
	Proper IM Injection 
	Proper IM Injection 
	Technique


	•
	•
	•
	•
	•
	Deltoid preferred site for                  
	3 years and older


	•
	•
	•
	May use the vastus lateralis 
	muscle of the anterolateral 
	thigh
	—
	use appropriate 
	needle length


	•
	•
	•
	Administer in thickest, most 
	central part of the muscle


	•
	•
	•
	Use needle length based on 
	patient’s age and weight


	•
	•
	•
	Insert the needle into the 
	muscle at a 90
	°
	angle
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	Image Courtesy of CDC


	Figure
	Span
	Textbox
	P
	Link
	Span
	https://www.cdc.gov/vaccines/hcp/admin/
	Span
	downloads/vaccine
	-
	administration
	-
	needle
	-
	length.pdf
	Span




	Figure

	Coadministration
	Coadministration
	Coadministration
	Coadministration


	•
	•
	•
	•
	•
	COVID
	-
	19 vaccines 
	may be administered without regard to timing of other 
	vaccines


	•
	•
	•
	•
	This includes simultaneous administration of COVID
	-
	19 vaccine and other 
	vaccines on the same day



	•
	•
	•
	If multiple vaccines are administered at a single visit, administer each 
	injection in a different injection site


	•
	•
	•
	•
	Separate injection sites by 1 inch or more





	Textbox
	P
	Link
	Span
	https://www.cdc.gov/vaccines/covid
	-
	19/info
	-
	by
	-
	product/pfizer/index.html




	Giving All the Doses
	Giving All the Doses
	Giving All the Doses
	Giving All the Doses

	AIM: 
	AIM: 
	www.aimtoolkit.org
	www.aimtoolkit.org
	Span
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	Span
	CDC Pfizer COVID
	CDC Pfizer COVID
	CDC Pfizer COVID
	-
	19 Resource Page

	P
	Link
	Span
	https://www.cdc.gov/vaccines/covid
	-
	19/info
	-
	by
	-
	product/pfizer/index.html
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	Fact Check
	Fact Check
	Fact Check



	•
	•
	•
	•
	•
	•
	NO. 
	While these vials appear to contain sufficient 
	diluent for multiple vials, they must only be used 
	once.


	•
	•
	•
	•
	Diluent vials are a one
	-
	time
	-
	use item and should 
	be discarded with the remaining content after 
	each use


	•
	•
	•
	For each vial of vaccine, extract 1.3mL of diluent 
	from a single
	-
	use vial to reconstitute 1.3mL of 
	vaccine 


	•
	•
	•
	Do not
	be tempted to
	puncture diluent vials more 
	than once





	I just 
	I just 
	I just 
	reconstituted 
	one vial of 
	vaccine and 
	there is more 
	diluent left over. 
	Can I use that 
	same diluent to 
	reconstitute 
	another vial of 
	vaccine? 



	What dose and 
	What dose and 
	What dose and 
	What dose and 
	product do I use if 
	a child is turning 
	12 years old 
	between their first 
	and second dose 
	of the Pfizer 
	vaccine series?


	The dosage and product should be based on the 
	The dosage and product should be based on the 
	The dosage and product should be based on the 
	child’s age on the day 
	of vaccination.
	Children aged 5 through 11 years should receive the  
	10 µg Pfizer
	-
	BioNTech COVID
	-
	19 Vaccine (
	orange cap
	) formulation, and 
	adolescents aged 12 years and older should receive the 30 µg Pfizer
	-
	BioNTech COVID
	-
	19 Vaccine (
	purple cap
	) formulation. Therefore, i
	f a 
	child turns 12 years old between their first and second dose, they 
	should receive the age
	-
	appropriate 30 µg Pfizer
	-
	BioNTech COVID
	-
	19 
	Vaccine (
	purple cap
	) formulation or COMIRNATY for their second dose 
	to complete their series.

	•
	•
	•
	•
	If a child turns from 11 to 12 years of age in between their first and 
	second dose and receives the 5
	–
	11 years (
	orange cap
	) for their 
	second dose, they do not need to repeat the dose, and this is not 
	considered an error under the EUA.


	•
	•
	•
	Children should receive the age
	-
	appropriate vaccine formulation 
	regardless of their size or weight
	.
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	19/info
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	by
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	MDHHS 
	MDHHS 
	MDHHS 
	COVID
	-
	19 Provider 

	Guidance and Education Website
	Guidance and Education Website
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	Thank You! 
	Thank You! 
	Thank You! 
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	Next “Noontime 
	Next “Noontime 
	Next “Noontime 
	Knowledge” Update: TBD

	Please watch your email for 
	Please watch your email for 
	an updated link and topic! 







